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..

Dear Commissioner Henny: .,
,,

Pursuant to the Administrative procedure Act (“APA”), 5 U.S.C. .$ 553(e), and the FDA
implementing relations, numerous organizations have petitioned your office to take action “”
regarding, infer alia, t’hepotential Iitiman and animal health impacts associated’with the animal drug
bovine growth hormone (“rBGH or rBST”). & FDA Docket No. 98P- 1194. More specificallyy, the

,,
,,

agency has been requested to initiate procedures to withdrati the approval of Posilac@. Since the
filing of the petitions over six months ago, your office has failed take any action concerning the

issues presented by ~he International Center fof Technology Assessment and other petitioners. The
~~ency ’sfailure to ~espond to the citizen petition deriies petitioners relief at the agency level and is
a constructive denial of the petitioner’s requeit. As such, petitioners intend to pursue other ayenues,
inciuding jildicia~ review, in order to assure that the agency responds.to the issues raised by the CTA. “

Indeed, the agency inaction in this !natter is subject to judicial review. Under the A~A “agency.
actio~” 1s‘defined to inc]ude “the whole or part of an agency rule, order, license, sanction, relief, m-
the equivalent denial thereof, orf(lilure to act”l and gives courts the power to ‘;compel “~genc’yaction

unlawfully withheld or unreasonably delayed.”z ~huS, the,APA authorizes courts to review agency

,decisions to refrain’from taking actions When administrative iriacti’onhas precisely the same irnpac”t
on the rights of the parties as denial of “relief, an agency cannot preclude judicial review by casting
;ts decision in the form’ ~f inaction rather than in the for~n of ,an order denying, relief.4

In addition, the agency’s inaction is violative of est~blished agency regulations. The FDA has”.
established regulations in which a reasonable period for agency response to citizen petitions can be . ..
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no mo~e than 180 days.s Regulations wl]ich a~-epromulgated’ by an administrative agency in car@ing
out it statutory mandate can also provide standards for judiciil review of tigency action.c Such self-.
imposed constriiints may supply the ‘t’la”wto &pply“ to overd~]ile the judicial presumption ag”ainst,..
reviewing administrtitive inaction ,7 Thus, the’agency must act in a.’’prompt” manner or be subject
to ft~rther action. The agency’s “cle!ayin answering the current petitions Amounts to a refusal tci &t,..
with sufficient finality and ripe”n”esst; permit judici al review.x

,., ,

Furthermore. petitioners ~emind the FDA that excessive, an(~ unreasonable delay “in addressing ‘ ~.,
matters brought to its a~tention by the public saps the ‘public confidence in a~ agency’s ability to
discharge its respo?lsibilities and creates uncertainty for tlie parties, who must incorporate,. the ,
potential effect ‘of possible agency decision making ill the futLire9
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Petitioners request the agency to. respond to the aforementioned petition ,within fourteen (14)”-
calendar days. In the absence of an affirmative r&ponse, the petitioners will ‘be compelled to ~
consider liti~ltion in order to achieve the full and complete action requ’ired to address this-violation
of federal law. ,., .,,
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Sincerely, ..
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~ CTA International center for Technology Assessment
310 D Street NE
Washington, DC 20002


